
August 12, 1999

Dockets Management B&rIc~ @@230{P : i : ‘“ ’06
Food and Drag Administration
5630 Fishers Lane rm. 1061
Rockville, MD 20852

RE-Drafl HCV G.uidance_Document released 6/1 7/99

Dear Sir or Madam... .

The HCV Guid.anced~c_ment submitted for public comment this.June presents one .4.$
significant omission.. .O.rnitted is the prior stipulation to Iookback. 10 years from the HCV..

*’

positive donation..or.to_J_iu&_iry 1988. The consequence of the.re.rn~i~ltli~~~~pulation---
is far-reaching an~ wII1 necessitate reopening and reperforming the-iutient HCV
lookback thatrn-=y-infi~’@~ions, including blood centers ~d fraaifiSIOriS~tiI#~S, have ~.

.—..—-.

completed or have underway. This additional requirement to. extendlook~.ack.for an
indefinite period will seriously tax an already overburdened health,system, w-it%both
economic zmd personnel ramificati.cms. Furthermore, the data from tfie-~-C-V-m”u]ti-. . ------ ....... ....... ,.
antigen testing lookback is only now being collated and reviewed.

A general HCV education campaign advocating testing for anyone transfused prior to
1992 is in the interest of optimal patient care. We could identi$ those individuals that
received a transtision from a donor that nev - ret~ed to the..blo.~d.cinter f~x~s~bsequent.,,.,-- ....-.-k .-.,—...
donations (and hence testing).

. . ....——.=.s.. —...-2

Men-reqpirhig HCV lookback of donors newly identified witK@V.infection__a_’rolling’
10 year period should be employed. In this way we could con~~fi~af~~o-~-e’ffpfiion “

—..

those recipients at highest risk. Since HCV testing of donor blood ~~g-fi”~fi-”-~9~2 most .
donors possessing antibodies to HCV should have been eliminated from. t_heJdonor pool
~d donors within_ thewi~dow period will also have been identified. _. ___,_

.
In closing, I encourage the FDA to retain the Iookback stop date 1988 and that-we
complete currentlookback efforts prior to undert~ing HCV single ~~igen testing...-—.—-- _
Iogkback. Our tra&usion”recipients could be better served by-focusing our public health
efforts toward a general HCV lookback campaign.

..=.- .....- . i.-.

Sincerely,

tipl’d?$wRiCard F. l%oktis ___________
Director, Laboratory
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